
 
 

 

20 December 2019 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266  
 
TO: Division of Psychiatry Products,  
 
We’re requesting reconsideration of the Agency’s proposed requirement that the lead facilitator in 
our two-person therapeutic team possess either an MD or a PhD in order to be considered 
qualified. We’re proposing instead that a more appropriate qualification would be the one that 
FDA agreed with for our MDMA/PTSD Phase 3 studies in which the lead facilitator must be 
licensed to provide psychotherapy.  
 
To support our proposal for reconsideration, we have gathered 22 letters to FDA from leading 
clinicians, researchers and educators in the field with diverse educational backgrounds and 
qualifications which lend them valuable insight into the training associated with various 
therapeutic degrees. These leaders in the fields of psychiatry, psychotherapy and education 
express their sincere view that the Agency is acting counterproductively by requiring the lead 
facilitator to be an MD or PhD.  
 
The key arguments being made are that licensed therapists with a Master’s level post-graduate 
degree often have more training and relevant experience providing psychotherapy than do MDs 
or PhDs, and can provide therapy at lower cost. MDs in general and even psychiatrists are mostly 
trained on pharmacology and PhD clinicians are generally trained for research and clinical 
assessment. Requiring the lead facilitator be an MD or PhD will result in neither enhanced safety 
or efficacy, will increase costs and reduce access, and mistakes advanced degrees with relevant 
therapeutic competence. 
 
There are also legal implications in some states if FDA denies licensed therapists the ability to be 
the lead facilitator. In the letter from Jan Stein, she reports that California Marriage and Family 
Therapists, which require only a Master’s degree, have under California State law obtained parity 
for insurance coverage with their clinical PhD and PsyD colleagues. 
 
We urge the Agency to take these collective viewpoints into consideration in the Agency’s 
evaluation of the qualification criteria for therapists under IND# 063384.  
 
Sincerely, 
 
 
Amy Emerson 
Executive Director 
Head of Clinical Development & Regulatory Affairs 
MAPS Public Benefit Corporation 
 

Amy Emerson Electronically signed by: Amy Emerson
Reason: I am the author of this document
Date: 2019-12-26 10:20:30-08:00

https://mapsbcorp.na2.echosign.com/verifier?tx=CBJCHBCAABAAC8skO3Tk4Zju78pE2zUynrWJzHQ3p9g0


 
 

 

Attached here are letters from: 
 

• Heldi Allen, MSW, PhD, Columbia University 
• Brant Cortright, PhD, California Institute of Integral Studies 
• Mary Cosimano, MSW, LGSW, Johns Hopkins School of Medicine 
• Albert Garcia-Romeu, PhD, Johns Hopkins School of Medicine 
• Mark Geyer, PhD, University of California, San Diego 
• Roland Griffiths, PhD, Johns Hopkins School of Medicine 
• Jeffrey Guss, MD, New York University  
• Saundra Jain, MA, PsyD, LPC, The University of Texas at Austin and Charles Raison, 

MD, University of Wisconsin-Madison 
• Maria Victoria Mangini, PhD, FNP, California Institute of Integral Studies 
• Lia Mix, MFT, Founder Enthea Health, Formerly with Anthem Blue Cross and United 

Health Care 
• Kristine Panik, MD, University of California, Berkeley 
• Andrew Penn, RN, MS, PMHNP-BC, University of California, San Francisco 
• Janis Phelps, PhD, California Institute of Integral Studies 
• Sylvestre Quevedo, MD, MPH, University of California, San Francisco 
• Brian Richards, PsyD, Johns Hopkins School of Medicine 
• Dan Rome, MD, Former Vice President for Medical Affairs, Tufts Health Plans, Inc 
• Stephen Ross, MD, New York University 
• Shawn Rubin, PsyD, George Washington University 
• Richard Schwartz, PhD, Founding Developer of Internal Family Systems 
• Jordan Sloshower, MD, Yale University 
• Jan Edl Stein, MFT, Holos Institute 
• Bessel van der Kolk MD, Boston University School of Medicine 

 



COLUMBIA UNIVERSITY 
IN THE CITY OF NEW YORK 

 
SCHOOL OF SOCIAL WORK 

 

1255 Amsterdam Avenue  New York, NY  10027 
 

 
 

October 28, 2019 
 
 
To Whom it May Concern, 
 
I am a health policy researcher at Columbia University and my area of expertise is access to health care for 
low-income Americans. I am writing this letter regarding MDMA-Assisted Psychotherapy. Like many scholars 
who study the health and well-being of vulnerable populations, I am excited about the potential for this new 
line of therapy to improve the mental health of many who are suffering from PTSD. The long-term impacts of 
trauma hold many consequences, and too many times this includes poverty. Individuals in poverty have well-
documented disparities in accessing effective mental health treatments. 
 
I am writing this letter to encourage the FDA to consider the access implications of any protocol requirements 
under consideration. While safety should and must come first, I hope all decisions will be well-reasoned and 
empirically based. In the United States, master’s level clinicians provide the majority of outpatient mental 
health treatments. Requiring one of the protocol “sitters” to have a PhD could compromise patient access in 
two important ways. 
 
First, requiring a PhD will significantly limit the number of providers who are able to offer MDMA as part of 
their practice. This, in and of itself, will drive up costs as the supply of providers will be well below what is 
needed to meet demand. Providers who are able to provide MDMA will raise their prices accordingly. 
 
Second, PhD clinicians already charge more than master level clinicians. As MDMA sessions last many hours, 
requiring a PhD for one of the sitters will increase the costs of the protocol overall, making insurers less likely 
to cover the treatment, and increasing consumer cost-sharing when it is offered. Insurance-related access 
barriers is a primary cause of income-based health and mental health disparities in America.  
 
I can think of no reason why a PhD level clinician would be better suited for sitting with patients during an 
MDMA-Assisted Psychotherapy session. However, I am quite certain that making this a requirement would 
drive up health care costs and lead to an increase in mental health disparities among lower-income Americans.  
 
Respectfully, 
 

 
 
Heidi Allen, MSW, PhD 
Associate Professor 
ha2332@columbia.edu   

mailto:ha2332@columbia.edu
mailto:ha2332@columbia.edu










 
 
 

November 6, 2019   
 
 

Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384  

Dear FDA Officials,  

Thank you for your time and consideration. I am writing to express my views regarding 
the Food and Drug Administration’s proposed credentialing requirements for 
psychedelic therapy teams in upcoming research, and ostensibly, potential future 
clinical settings. As a member of the Psychiatry and Behavioral Sciences faculty at the 
Johns Hopkins University School of Medicine I have spent the past seven years 
studying hallucinogen pharmacology and therapeutic applications. I have conducted 
more than 80 human laboratory sessions administering high-dose psilocybin to more 
than 50 individuals. Results have been remarkably positive, with large proportions of 
participants reporting therapeutic benefits, including biologically verified tobacco 
smoking abstinence, improvements in general wellbeing, and only rare adverse events 
of any clinical significance, as detailed in multiple peer-reviewed scientific manuscripts. 
Importantly, much of the seminal work conducted at our laboratory and others has been 
done in hallucinogen sessions monitored by people with master’s (as opposed to 
doctoral) degrees, indicating both safety and feasibility of this therapeutic model.  

My concern is that requiring hallucinogen-facilitated interventions be delivered by 
doctoral level practitioners will substantially increase financial burden for this research, 
and eventually limit equitable treatment accessibility and affordability should this 
become approved more widely. To my knowledge, there is no evidence to support the 
claim that doctoral level practitioners must be physically present to safely supervise or 
conduct hallucinogen-facilitated interventions. Rather, the body of extant literature 
suggests otherwise. I am sympathetic to concerns for rigorous safety precautions 
surrounding this emerging field of clinical research and practice, but I would advise 
against overly restrictive regulatory constraints that could make this already complex 
and challenging work even more so, thereby limiting its progress and considerable 
potential. 

Department of Psychiatry & Behavioral Sciences 

Behavioral Pharmacology Research Unit 
5510 Nathan Shock Drive 
Baltimore, MD 21224-6823 

Albert Garcia-Romeu, Ph.D. 
Instructor 
410-550-1972   
AGarci33@jhmi.edu 



In my experience, these types of interventions are conducted by practitioners 
with specialized training in the pharmacology and clinical effects of the hallucinogen 
being administered, which I consider both prudent and desirable. Furthermore, these 
protocols typically require a prescribing physician, and a credentialed physician on call 
in order to move forward with drug administration. These measures, along with careful 
screening and preparation in a controlled setting, have heretofore been sufficient to 
ensure participant safety. Therefore, I recommend against raising the bar regarding the 
necessary credentials for delivery of hallucinogen-facilitated interventions in clinical 
research at this time.  

 
Respectfully,  

 

                                         
_________________________ 
Albert Garcia-Romeu, Ph.D. 
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MARK A. GEYER, PH.D.  DEPARTMENT OF PSYCHIATRY 
DISTINGUISHED PROFESSOR EMERITUS IN PSYCHIATRY & NEUROSCIENCES  UNIVERSITY OF CALIFORNIA SAN DIEGO 
RESEARCH PROFESSOR OF PSYCHIATRY (RECALL APPOINTMENT) 9500 GILMAN DRIVE 
 LA JOLLA, CALIFORNIA 92093-0804 
DIRECTOR, NEUROPSYCHOPHARMACOLOGY UNIT, VETERANS ADMINISTRATION TELEPHONE: (619) 543-3582 
VISN 22 MENTAL ILLNESS RESEARCH, EDUCATION, AND CLINICAL CENTER (MIRECC)    FAX: (619) 543-2493 
 EMAIL: mgeyer@ucsd.edu 
 
November 4, 2019 
 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
 
Re:  IND# 063384 
 
Dear Dr. Farchione, 
 
I am writing to express my concerns about the FDA’s proposed qualifications of the MDMA-Assisted Psychotherapy 
co-therapy team members for IND# 063384, which requires that the lead clinician of the co-therapy team be either 
an MD or Ph.D. I believe this is ill-advised for a number of reasons: 
 
1. MD:  Having worked in a Department of Psychiatry for 50 years, I understand that a psychiatrist often receives 
limited training in the practice of psychotherapy with more emphasis on psychopharmacology. In fact, many 
psychiatrists’ practices are predominantly medication management, with psychotherapy being managed by 
doctorate- and masters-level clinicians. Assigning an MD as the lead clinician comes with some concerns. 
 
2. Ph.D.:  A Ph.D. is predominantly geared toward a career in research. Granted, some Ph.D.s are practicing 
psychotherapists, but this degree involves a lot of content on research training that is not ideal for the co-therapy 
team. Also, requiring that a Ph.D. be the lead clinician limits access to a much broader and skilled group of clinicians.  
 
The FDA’s proposed requirement that the lead clinician of the co-therapy team be an MD or Ph.D. omits entire 
groups of extremely well-qualified clinicians. The qualifications for lead clinician of the two-person team should be 
expanded to include clinicians who are licensed in the practice of psychotherapy, i.e. licensed professional 
counselors, marriage and family therapists, master’s level social workers, and psychiatric nurse practitioners. These 
are all clinicians with extensive training in the practice of psychotherapy. To not include them as qualified co-therapy 
team leads, is a missed opportunity. The lead clinician in this two-person team, must possess sufficient clinical 
experience to offer study subjects supportive care and provide the appropriate clinical supervision to the other co-
therapy team clinician, who may still be in training.  
 
It is imperative that the FDA be aware of the differences in background and training while standards for psychedelic 
therapies are established and finalized. I strongly believe that it is prudent for the reasons outlined in this letter, to 
modify the proposed requirement to reflect that the lead clinician of the co-therapy team be a licensed 
psychotherapist regardless of their degree, and is qualified to provide MDMA-Assisted Psychotherapy. This 
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guidance broadens the pool of eligible candidates and ensures expertise in psychotherapy, which is a foundational 
element for the co-therapy team.  
 
Once last concern involves the increased costs related to requiring the lead clinician of the co-therapy team to be 
either an MD or Ph.D. Obviously, permitting the lead clinician to be a master’s level clinician would reduce costs 
quite significantly. Access to care, especially in the world of mental health, is always a rate limiting factor. To avoid 
this barrier, managing costs in this fashion would allow for greater access to care. Medical safety would not be 
compromised if an on-call physician or other qualified prescribing clinician were available. 
 
Thank you for taking the time to read this letter and consider these concerns.   
 
Best regards,  
 

 
 
Mark A. Geyer, Ph.D. 
 



 

 

November 7, 2019 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 
 
Dear Dr. Farchione, 
 
I have been conducting human research with psilocybin at Johns Hopkins for the past 20 years and 
I am currently Director of the Johns Hopkins Center for Psychedelic and Consciousness Research. 
I hold a doctorate degree (Ph.D. in experimental psychology and I am a licensed psychologist in 
through both the State of Maryland and the National Register of Health Service Psychologists. My 
colleagues and I have administered psilocybin to more than 370 participants in over 700 psilocybin 
sessions with an outstanding record of safety. 
 
I am writing this letter is to share my concern about the FDA’s proposed qualifications of the 
MDMA-Assisted Psychotherapy co-therapy team members for IND# 063384, which requires that 
the lead clinician of the co-therapy team be either an MD or Ph.D. I believe this is ill-advised for a 
number of reasons. Some of my comments below are based on comments sent to you in a 
separate letter authored by Drs. Jain and Raison. 
 
The FDA’s proposed requirement that the lead clinician of the co-therapy team be an MD or Ph.D. 
omits entire groups of extremely well-qualified clinicians. Notably most of the co-therapist teams in 
our psilocybin research have been led by individuals without an M.D. or Ph.D. degree. In fact in our 
research group, Mary Cosimano, who has a Masters in Social Work, has served as the primary 
therapist in hundreds of psilocybin sessions. She holds the title of Director of Guide Services in the 
Johns Hopkins Center for Psychedelic and Consciousness Research with the primary responsibility 
of training and mentoring new psychedelic guides. I strongly suspect that she has more experience 
than anyone in the world leading legally approved psychedelic sessions over the last 20 years. 
Further, over the past five years, she has been sought out to provide psychedelic therapist training 
to at least five academic centers initiating or aspiring to start psychedelic research. 
 
I believe that the qualifications for lead clinician of the two-person team should be expanded to 
include clinicians without M.D. or Ph.D. degrees, i.e. professional counselors, marriage and family 
therapists, master’s level social workers, and psychiatric nurse practitioners. To not include them as 
qualified co-therapy team leads, is a missed opportunity. The lead clinician in this two-person team, 
must possess exceptional clinical experience to offer study subjects the best possible experience 

Roland R. Griffiths, Ph.D. 
Professor of Behavioral Biology 
Professor of Neuroscience 

Behavioral Pharmacology 
Research Unit 
5510 Nathan Shock Drive 
Baltimore, MD 21224 
410-550-0034 T 
410-550-0030 F 
rgriff@jhmi.edu 
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and provide the appropriate clinical supervision to the other co-therapy team clinician, who may still 
be in training.  
 
It is imperative that the FDA be aware of the differences in background and training while standards 
for psychedelic therapies are established and finalized. I believe that it is prudent to modify the 
proposed requirement to reflect that the lead clinician of the co-therapy team be a licensed 
psychotherapist regardless of their degree, and is qualified to provide MDMA-Assisted 
Psychotherapy. This broadens the pool of eligible candidates and ensures expertise in 
psychotherapy, which is a foundational element for the co-therapy team.  
 
Another concern involves the increased costs related to requiring the lead clinician of the co-
therapy team to be either an MD or Ph.D. Permitting the lead clinician to be a master’s level 
clinician would reduce comparative costs quite significantly. Access to care, especially in the world 
of mental health, is always a rate limiting factor. To avoid this barrier, managing costs in this fashion 
would allow for greater access to care. Medical safety would not be compromised if an on-call 
physician or other qualified prescribing clinician were available. 
 
Thank you in advance for considering these issues 
 
Sincerely, 

 
Roland R. Griffiths, Ph.D. 
Professor of Behavioral Biology 
Professor of Neuroscience 
Director, Johns Hopkins Center for Psychedelic and Consciousness Research 
 



Jeffrey Guss, MD 
77 Park Avenue, Suite 1C 
New York, NY 10016 

(212) 481-1665 
jrguss77@gmail.com 

 
 
 
 

November 1, 2019 
 

Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC: Ellis Unger, MD, Director, ODE-I 
CC: Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager 
Food and Drug Administration Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 

 
Dear FDA Officials, 

 
Thank you for your interest in reviewing this letter and your careful attention to the 

need for skilled psychotherapists as lead therapists in our research. 
 

Regarding my credentials: I am psychiatrist with 37 years clinical experience treating 
patients, teaching and supervising psychotherapy and participation in NYU Medical Center’s 
psychedelic research initiatives. I am a lead psychotherapist in psychedelic research at New 
York University Langone Medical Center, so I write you from an experienced professional 
position of both conducting and teaching psychedelic therapy. I have been on the faculty of 
NYU School of Medicine since 1993 and am currently a Clinical Assistant Professor of 
Psychiatry. I have additional training in psychoanalysis from the NYU Postdoctoral Program 
in Psychotherapy and Psychoanalysis, and have published articles on psychedelic therapy 
among numerous other topics in my field. I am happy to provide a curriculum vitae or any 
further information you might like. 

 
I can enthusiastically endorse your concern for the presence of skilled, experienced 

psychotherapists as lead therapists in all instances of psychedelic administration. However, a 
mental health practitioner’s credentials, alone, do not guarantee this level of experience and 
skill. Many psychiatrists and PhD psychologists have meager training (and skill) in 
psychotherapy. Many MSWs, LCSWs, Psychiatric Nurse Practitioners, and PsyD psychologists 
are extremely skilled and experienced as therapists. It is a major mistake to conflate a 
particular degree with the presence or absence of psychotherapeutic skill or experience. I 
urge you to reconsider the distinction you have drawn. 

 

All psychedelic therapy research projects have a Study Physician, whose job is the 
assessment and management of all aspects of medical risk, well-being and safety of the 
participant. That doctor, however, is not well suited to be a study therapist as well, as the 



roles, responsibilities and clinical relationship are quite different between the two positions.. 
As an additional factor, he use of master’s level therapists addresses the high cost of a two- 
therapist model, as MDs and PhDs command the highest pay, without an assured quality of 
therapy in the bargain. 

 
Thank you for your thoughtful consideration on these most important matters. 

Sincerely, 

 
Jeffrey Guss, MD 
Clinical Assistant Professor of Psychiatry 
NYU Langone School of Medicine 
 

 



Saundra Jain, MA, PsyD, LPC 
2500 W William Cannon Drive, Suite 505 

Austin, TX 78745 
Office: (512) 660-4650                         saundrajain@gmail.com                         Fax: (512) 249-5001 
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Tiffany	R.	Farchione,	MD	
Director	(Acting),	Division	of	Psychiatry	Products	
CC	Ellis	Unger,	MD,	Director,	ODE-I	
CC	Melissa	Sage,	CDER	Assistant	Ombudsman,	FDR	Project	Manager	Food	and	Drug	Administration	
Center	for	Drug	Evaluation	and	Research	(CDER)	
5901-B	Ammendale	Road	
Beltsville,	MD	20705-1266	
IND#	063384	
	
Date:	10-26-19	
	
Dear	Dr.	Farchione,	
	
Thank	you	in	advance	for	reviewing	this	letter.	We’d	like	to	introduce	ourselves	and	explain	the	reason	for	this	
letter.		
	
Saundra	 Jain:	 I’m	a	 licensed	psychotherapist	with	30+	years	of	clinical	experience.	 I	hold	a	doctorate	degree	
(Psy.D.)	in	clinical	psychology.	I	have	been	involved	in	research	for	the	last	decade	focusing	on	mental	wellness	
and	am	involved	in	peer-to-peer	education	focusing	on	nonpharmacological	strategies	including	psychotherapy	
and	wellness.	For	the	last	ten	years,	I	have	served	on	Psych	Congress’	Steering	Committee,	which	is	the	second	
largest	mental	 health	 conference	 in	 the	United	 States.	 In	 this	 role,	 I’m	 in	 close	 contact	with	mental	 health	
clinicians	from	across	the	country,	and	as	such	I	maintain	an	accurate	gauge	on	the	perspectives	of	thousands	
of	 practicing	 clinicians.	 I’m	 more	 than	 happy	 to	 provide	 additional	 background	 information,	 as	 well	 as	 my	
resume	if	you	so	desire.	
	
Charles	Raison:	 I	am	a	psychiatrist	who	has	served	 for	many	years	as	Co-Chair	of	Psych	Congress.	 I	hold	 the	
Mary	 Sue	 and	Mike	 Shannon	 Chair	 for	 Healthy	Minds,	 Children	 &	 Families	 at	 the	 University	 of	Wisconsin-
Madison.	My	research	focuses	on	the	identification	and	testing	of	novel	treatments	for	major	depression.	As	
with	Saundra	I	am	happy	to	provide	additional	background	information,	as	well	as	my	resume	if	you	so	desire.		
	
Our	goal	in	writing	this	letter	is	to	share	our	concerns	about	the	FDA’s	proposed	qualifications	of	the	MDMA-
Assisted	Psychotherapy	co-therapy	team	members	for	 IND#	063384,	which	requires	that	the	lead	clinician	of	
the	co-therapy	team	be	either	an	MD	or	Ph.D.	We	believe	this	is	ill-advised	for	a	number	of	reasons.	Our	main	
concern	relates	to	the	training	of	those	with	an	MD	or	a	Ph.D.	we	will	address	each	individually.	
	
1.	MD:	 	 A	 psychiatrist	 often	 receives	 limited	 training	 in	 the	 practice	 of	 psychotherapy	 with	 more	 of	 an	
emphasis	 on	 psychopharmacology.	 In	 fact,	 many	 psychiatrists’	 practices	 are	 predominantly	 medication	
management	 and	psychotherapy	 is	managed	by	doctorate-	 and	masters-level	 clinicians.	Assigning	 an	MD	as	
the	lead	clinician	comes	with	some	concerns.	
	
2.	Ph.D.:	 	A	Ph.D.	 is	predominantly	geared	toward	a	career	 in	research.	Granted,	some	Ph.D.’s	are	practicing	
psychotherapists,	but	this	degree	involves	a	 lot	of	content	on	research.	Certainly,	this	 is	not	 ideal	for	the	co-
therapy	 team.	 Also,	 a	 Ph.D.	 as	 the	 lead	 clinician	 still	 limits	 access	 to	 a	 much	 broader	 and	 skilled	 group	 of	
clinicians,	which	we	will	address	next.		



2	
	

	
The	FDA’s	proposed	requirement	that	the	lead	clinician	of	the	co-therapy	team	be	an	MD	or	Ph.D.	omits	entire	
groups	of	extremely	well-qualified	clinicians.	We	believe	 that	 the	qualifications	 for	 lead	clinician	of	 the	 two-
person	team	should	be	expanded	to	include	clinicians	who	are	licensed	in	the	practice	of	psychotherapy,	 i.e.	
licensed	professional	counselors,	marriage	and	family	therapists,	master’s	level	social	workers,	and	psychiatric	
nurse	 practitioners.	 These	 are	 all	 clinicians	with	 extensive	 training	 in	 the	 practice	 of	 psychotherapy.	 To	 not	
include	them	as	qualified	co-therapy	team	leads,	is	a	missed	opportunity.	The	lead	clinician	in	this	two-person	
team,	must	 possess	 exceptional	 clinical	 experience	 to	offer	 study	 subjects	 the	best	 possible	 experience	 and	
provide	the	appropriate	clinical	supervision	to	the	other	co-therapy	team	clinician,	who	may	still	be	in	training.		
	
It	 is	 imperative	 that	 the	 FDA	 be	 aware	 of	 the	 differences	 in	 background	 and	 training	 while	 standards	 for	
psychedelic	therapies	are	established	and	finalized.	We	strongly	believe,	based	on	sound	reasoning,	that	 it	 is	
prudent	 for	 the	 reasons	outlined	 in	 this	 letter,	 to	modify	 the	proposed	 requirement	 to	 reflect	 that	 the	 lead	
clinician	of	 the	co-therapy	 team	be	a	 licensed	psychotherapist	 regardless	of	 their	degree,	and	 is	qualified	 to	
provide	MDMA-Assisted	Psychotherapy.	This	broadens	the	pool	of	eligible	candidates	and	ensures	expertise	in	
psychotherapy,	which	is	a	foundational	element	for	the	co-therapy	team.		
	
Once	last	concern	that	we’d	like	to	share	involves	the	increased	costs	related	to	requiring	the	lead	clinician	of	
the	co-therapy	team	to	be	either	an	MD	or	Ph.D.	Obviously,	permitting	the	lead	clinician	to	be	a	master’s	level	
clinician	would	reduce	comparative	costs	quite	significantly.	Access	to	care,	especially	 in	the	world	of	mental	
health,	 is	 always	 a	 rate	 limiting	 factor.	 To	 avoid	 this	 barrier,	managing	 costs	 in	 this	 fashion	would	 allow	 for	
greater	 access	 to	 care.	Medical	 safety	would	 not	 be	 compromised	 if	 an	 on-call	 physician	 or	 other	 qualified	
prescribing	clinician	were	available.	
	
We	thank	you	for	taking	the	time	to	read	this	letter	and	consider	our	concerns.		We	are	more	than	happy	to	
answer	any	questions	you	may	have	once	you	review	this	letter.		
	
Thank	you	for	your	diligent	oversight	and	desire	to	make	the	best	possible	decision	regarding	this	issue.	
	
	

	 	 	 	
Saundra	Jain,	MA,	PsyD,	LPC	
Adjunct	Clinical	Affiliate	
The	University	of	Texas	at	Austin	
School	of	Nursing	
Austin,	Texas	
Drjain@WILD5Wellness.com	
979-417-3402	(cell)	

	
Charles	L.	Raison,	MD	
Mary	Sue	and	Mike	Shannon	Chair	for	Healthy	
Minds,	Children	&	Families	and	Professor	
School	of	Human	Ecology	
Professor	
Department	of	Psychiatry	
School	of	Medicine	and	Public	Health	
University	of	Wisconsin-Madison	
Madison,	WI	
raison@wisc.edu	
678-429-9870	

	







October	30,	2019		
	
Tiffany	R.	Farchione,	MD		
Director	(Acting),	Division	of	Psychiatry	Products		
CC	Ellis	Unger,	MD,	Director,	ODE-I		
CC	Melissa	Sage,	CDER	Assistant	Ombudsman,	FDR	Project	Manager	Food	and	Drug	
Administration		
Center	for	Drug	Evaluation	and	Research	(CDER)		
5901-B	Ammendale	Road		
Beltsville,	MD	20705-1266		
IND#	063384		
	
	
Dear	FDA	Officials,	
	
I	am	writing	to	offer	a	perspective	from	the	commercial	health	insurance	industry	related	to	
credentials	for	MDMA-assisted	therapy	practitioners	(AKA	“sitters”).	As	a	clinician	and	
administrator	for	large	heath	plans,	my	primary	focus	has	been	benefit	adoption	of	new	
behavioral	health	treatments.	From	this	vantage	point	I	see	a	few	key	concerns	with	
requiring	the	primary	sitter	to	hold	a	doctoral-level	license	for	MDMA-assisted	therapy.		
	
First,	MDMA-assisted	therapy	is	an	outpatient	counseling	service.	The	vast	majority	of	
health	plans’	provider	networks	for	this	service	are	comprised	of	master’s-level	clinicians.	
Because	network	adequacy	is	inextricably	linked	to	insurance	coverage,	restricting	MDMA-
assisted	therapy	to	doctoral-level	practitioners	would	immediately	create	a	blockage	to	
insurance	coverage	and	therefore	block	access	to	this	treatment	for	the	vast	majority	of	
Americans.		
	
Insurance	carriers	are	bound	by	state	law,	which,	per	federal	law,	defines	which	licensure	
types	are	authorized	to	render	a	given	clinical	service.	All	states	allow	fully	licensed	master’s	
level	behavioral	health	clinicians	to	provide	outpatient	therapy	without	oversight	by	a	
doctoral-level	clinician.	Therefore,	requiring	such	additional	oversight	could	create	a	conflict	
with	states’	laws	from	the	outset.	The	resulting	compliance	and	litigation	concerns	would	
likely	prevent	health	plans	from	adopting	this	coverage.	However,	because	demand	for	this	
treatment	will	be	great,	we	anticipate	patient	advocacy	groups	would	seek	to	resolve	the	
matter	through	the	judicial	system	as	necessary.		
	
Health	plans	are	also	bound	by	the	Federal	Mental	Health	Parity	Act,	which	prohibits	more	
restrictive	coverage	requirements	for	treatment	of	mental	health	conditions	than	for	similar	
treatment	for	medical	conditions.	MDMA-assisted	therapy	is	an	outpatient	behavioral	
health	treatment	for	PTSD.	Unsubstantiated	restriction	could	constitute	conflict	with	FMHP	
and,	again	create	legal	barriers	to	coverage	and	unwarranted	risk	of	litigation.	
	
To	this	point,	review	of	the	research	literature	on	treatment	efficacy,	safety	and	licensure	
type	shows	no	evidence	that	doctoral-level	behavioral	health	practitioners	render	care	that	
is	any	safer	or	more	efficacious	that	master’s-level	clinicians	for	outpatient	counseling,	



which	again	is	the	service	most	similar	to	MDMA-assisted	therapy.	There	is,	however,	
evidence	that	master’s	level	clinicians	with	specialized	training	for	the	service	being	
rendered	are	more	effective	than	doctoral-level	practitioners	without	this	training.	
Combined	with	the	decades	of	accumulated	field	evidence,	this	represents	considerable	
concern	for	conflict	with	FMHP	if	MDMA-assisted	therapy	were	to	be	restricted	to	require	a	
doctoral-level	practitioner.		
	
Finally,	cost	is	a	significant	factor	in	all	of	the	above	considerations,	including	increased	cost	
for	doctoral-level	providers,	cost	for	managing	legal,	grievance	and	appeal	issues,	and	
complex	provider	contracting	and	claims	system	configuration.	These	factors	would	
ultimately	drive	up	healthcare	cost	and	premiums.	Health	plans	look	to	the	FDA	to	authorize	
efficacious	treatments	that	have	reasonable	potential	to	reach	the	American	population	
through	plan	benefit	coverage.	Requiring	a	doctoral-level	practioners	for	MDMA-assisted	
therapy	would	be	a	barrier	to	this	goal.	
	
Thank	you	for	your	attention	to	this	matter.		
	
Sincerely,	
Lia	Mix	
	
Lia	Mix,	MFT,	Founder	
Enthea	Health	
Former	Positions:	
Anthem	Blue	Cross	Blue	Shield	
United	Health	Care	
	



Kristine Panik MD 
Child, Adolescent and Adult Psychiatry and Psychotherapy 

 (510) 717-0242 
kpanik@berkeley.edu 

 
 
 
November 4, 2019 
 
 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 
 
 
Dear FDA Officials, 
 
Thank you in advance for taking the time to read this letter. 
 
I am the Chief of Psychiatry at the University of California, Berkeley and a study 
physician for one of the sites conducting the Phase 3 MDMA-assisted psychotherapy for 
PTSD trial.  At the UC Berkeley student health center, I lead a team of 10 psychiatrists 
and psychiatric nurse practitioners.  I am part of a wider team of 38 psychotherapists of 
multiple disciplines (i.e., licensed clinical social workers, PhDs, PsyDs, and marriage 
and family therapists) and 14 psychotherapy trainees that serve the population of 
43,000 students.  Until recently I also ran a private practice providing pharmacotherapy 
and psychotherapy for a wide range of mental health disorders. 
 
I’m writing this letter to share my concerns about the FDA requirement that the lead 
facilitator within a two-person therapy team providing MDMA-assisted psychotherapy for 
study participants with PTSD be a PhD- or MD-level practitioner.  I strongly support the 
structure that has been approved for the Phase 2 and Phase 3 trials thus far. 
 
The specialized treatment employed in this research relies on the psychotherapeutic 
skills of the co-therapy team.  Medical degrees do not include training in 
psychotherapies, and even within the specialized training in psychiatry, there are 
inconsistencies in the degree to which psychotherapies are included.  Similarly, having 
a PhD in psychology is also no guarantee as to the extent of clinical training.  Several 
disciplines, including Master’s level social workers, psychiatric nurse practitioners, 
marriage and family therapists, and licensed professional counselors can be very well-



trained and skilled psychotherapists and should be included in the list of practitioners 
who can lead co-therapy teams in the MDMA-assisted psychotherapy research.  
Excluding such practitioners from their current role as lead facilitator will unquestionably 
and significantly increase costs and will dramatically limit access for those participants 
suffering from PTSD.  
 
I therefore respectfully ask that you please consider the issues raised in this letter and 
urge you to reinstate the requirement for a Master’s level psychotherapist as the lead 
facilitator for this important research. 
 
Sincerely, 

 
Kristine Panik, M.D. 
Chief of Psychiatry 
University Health Services 
University of California, Berkeley 
 
 
 
 



Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 
 
November 5, 2019 
 
Dear FDA Officials: 
 
I am an Associate Clinical Professor at the University of California, San Francisco in the School of 
Nursing, where I teach in the Psychiatric/Mental Health Nurse Practitioner program. In this role, 
I serve as an attending nurse practitioner to NP residents at the San Francisco Veterans 
Administration where we see many patients with treatment-resistant Post Traumatic Stress 
Disorder. Prior to this academic appointment, I treated thousands of patients during a 20-year 
career in community mental health. In addition to teaching in the university setting, I have for 
many years taught and served as a steering committee member for  Psych Congress, a large 
national, multidisciplinary psychiatry continuing education meeting.  
 
Finally, I am a study therapist in the Phase 3 study of MDMA Assisted Psychotherapy for PTSD 
(NCT03537014) that is housed at UCSF. I trained for this role by enrolling in the Center for 
Psychedelic Therapies and Research at the California Institute for Integral Studies. In this 
program, I studied psychedelic-assisted psychotherapy modalities, including the trainings 
required by the study sponsor, the Multidisciplinary Association for Psychedelics Studies 
(MAPS) for the Phase 3 trial. My training cohort was multidisciplinary, comprising of other 
nurses, psychologists (both PhD, Masters, and PsyD trained), social workers, physicians, 
marriage family therapists, and chaplains. All members of the cohort were credentialed and 
licensed in their respective professions.  
 
I am deeply concerned about the proposed qualifications for the MDMA-Assisted 
Psychotherapy team members for IND# 063384, which would require that the lead clinician of 
the co-therapy team be either an MD or Ph.D. While I appreciate the support of the FDA  of this 
critical research, and also appreciate the interest in maintaining the highest levels of patient 
safety, I suspect this proposal will not only fail to ensure this safety, but will also serve as a 
barrier which will slow the progress of this critically needed research. 
 
Psychiatrists are MD’s who often are more trained in psychopharmacology than in 
psychotherapy. Often, psychiatrists will collaborate with a masters or doctorally-trained 
psychotherapist to provide conjoint care, but infrequently provide psychotherapy alone . 
Additionally, large areas of the country are facing shortages of psychiatrists. 



 
PhD-trained psychologists are often prepared more towards research than psychotherapy. 
Their doctorally-prepared psychologist counterparts, the PsyD or Doctor of Psychology, is often 
trained more towards the provision of psychotherapy.  
 
This proposal would omit large swaths of masters-level trained psychotherapists (psychiatric 
mental health nurse practitioners (PMHNP), psychologists, marriage family therapists (MFT), 
licensed clinical social workers (LCSW), and licensed professional clinical counselors (LPCC) who 
provide the lion’s share of psychotherapy in most states. The omission of these professions 
from the study is a missed opportunity for patients, who will be able to more quickly access 
care in a study that can draw from a larger pool of qualified therapists. If this were to become 
the rule, the study in which I am working, where we are providing treatment to a patient with 
treatment-resistant PTSD with a co-therapist who is a PsyD, would not be able to avail 
themselves of our knowledge and expertise.  
 
It is critical that the FDA understand the similarities and the differences in clinical training, but 
more importantly, to base the qualifications of study therapists on their training specific to 
working in a psychedelic-assisted therapy model (for example, the training required by MAPS to 
work as a study therapist), and not simply base this qualification on their professional 
credentials.   
 
Additionally, if the lead clinician is required to be a PhD or MD, this will markedly increase costs 
(over that of using masters-level psychotherapists) to provide this treatment. If this treatment, 
if approved, is to be accessible, attention must be paid to the cost of the treatment.  
 
I urge you to reconsider this requirement, and to prioritize the appropriate training in 
psychedelic assisted therapy to be the critical requirement, rather than arbitrarily choosing 
MD’s and PhD’s as the only qualified clinicians to lead this therapy.  
 
I would be happy to discuss this further once you have reviewed this letter. 
 
Most Sincerely, 

 
Andrew Penn, RN, MS, PMHNP-BC 
Associate Clinical Professor 
UC San Francisco, School of Nursing 
2 Koret Way, Room 511Q 
San Francisco, CA 94127 
Andrew.Penn@ucsf.edu 
415 793 9240 



California Institute of Integral Studies 
_____________________________________________________________________________________________________________ 

1453 Mission Street, San Francisco, CA.  94103   415.575.6100    
 
 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 
 
November 6, 2019 
 
Dear FDA Officials, 
 
Thank you in advance for your review of this letter.  
 
I am the founder and director of the first post-graduate professional certificate program at an 
accredited university in psychedelic therapy (CIIS). I have directed the training of 220 post-
graduate students who are credentialed as a licensed MD, PhD/PsyD, DO, RN/NP, MSW, MFT, 
or LPCC. I am a trustee of the board of the Heffter Research Institute, which was established in 
1993 and has funded effective psilocybin-assisted therapy research. In the past 31 years as a 
clinical psychologist, marriage and family therapist, university department chair, and graduate 
dean of faculty, I have overseen the curriculum development and training for advanced degrees 
of several thousand PhD/PsyD and MA/MS students in doctoral counseling and clinical 
psychology and MFT degree programs. I wrote the first refereed journal article and book chapter 
focused on training guidelines and competencies for psychedelic psychotherapists [1][2]. 
 
I am writing this letter because I have a number of clear concerns about the FDA’s proposed 
qualifications of MDMA-Assisted Psychotherapy co-therapy team members for IND# 063384, 
which would require that the lead clinician of the co-therapy team be either an MD or Ph.D. This 
requirement confounds the differential expertise of physicians, psychiatrists, psychologists, 
psychiatric nurses, and MA level psychotherapists.  
 
Masters level therapists and psychiatric nurses are better trained for psychotherapeutic skills, 
assessing trauma and identifying risk factors than most psychologists and certainly, most MDs. 
Masters therapists carry the highest level of trauma therapy caseloads in U.S. community 
mental health clinics. Psychiatrists seldom get in-depth experience in psychotherapy, given the 
emphasis in their training on pharmacological interventions. Most psychologist training 
programs emphasize the development of research acumen, not therapy skills. Typical of those 
in the field of psychotherapy, I learned excellent psychotherapy skills in my MA clinical degree 
as a marriage and family therapist and had starkly negligible psychotherapy training in my PhD 
clinical psychology degree program at a Research I university.  
 



To require a lead therapist to have a PhD or MD is missing the point of the prime goal of safety 
in delivery: we need those providers with the therapeutic expertise and training to lead and 
provide clinical supervision. As a key example, Mary Cosimano, MSW, of Johns Hopkins 
University, has conducted over 450 psilocybin sessions in FDA-approved research since 2000. 
She has been the lead therapist for more psychedelic sessions than the vast majority of 
researchers, as well as being an exemplary teacher and invaluable supervisor in psychedelic-
assisted therapy training programs in the U.S. and UK. I contend that in order to assure safe 
and valid clinical research, we must have experienced MA psychotherapists and psychiatric 
nurses eligible as lead therapists. 
 
A further support of these points are several seminal studies of the uncorrelated relationship of 
credentials to clinical outcomes: the type of training does not predict clinical outcome [3][4]; 
paraprofessionals can have clinical outcomes comparable to those of professionals [5][6]; MFTs 
can have the lowest dropout rates and recidivism and were more cost effective than 
psychologists, MDs, and non-psychiatric nurses [7]. On this last point, it is clear that the future 
access to this sub-specialty of psychotherapeutic care will be hindered by the expense of a 
requirement that the lead therapists are only the higher cost MD and PhD professionals. 
 
In the CIIS post-graduate psychedelic therapy training program we select MD/DO, PhD and 
MA/MS applicants based on their demonstrated expertise in psychotherapy, particularly in 
trauma. Of note, the majority of physicians who apply to our training program are rejected due to 
the absence in their background of any psychotherapy experience whatsoever. Many 
psychiatrist applicants are not admitted to our program because of their limited experience in 
psychotherapeutic methods. We have found that much of our best training outcomes are among 
our graduates with ample trauma therapy expertise: those trainees are typically the MFTs, 
MSWs, psychiatric nurses, and LPCCs. 
 
Therefore based on the above research and academic findings, I respectfully and strongly 
recommend that Masters level therapists and psychiatric nurses be included in eligibility as the 
lead co-therapist in IND# 063384.  
	
I am happy to share more information and answer any questions you may have based on this 
letter. 
 
Thank you for your dedication to improving health care and to finding an optimal solution for 
these above issues. 
 
Sincerely, 
 

 
Janis Phelps, PhD 
Professor, Director and Founder, The Center for Psychedelic Therapies & Research 
Member, Board of Trustees, Heffter Research Institute 
Licensed CA. Clinical Psychologist and Marriage & Family Therapist 
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November 4, 2019 
 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products  
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager  
Food and Drug Administration  
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road Beltsville, MD 20705-1266 
IND# 063384 
 
Dear FDA Officials: 
 
I’m writing this letter is to voice my concern about the FDA’s proposed qualifications for the 
MDMA-Assisted Psychotherapy co-therapy team members for IND# 063384, which requires 
that the lead therapist of the co-therapy team be either an MD or Ph.D. I believe this is ill-
advised for a number of reasons.  
 
FDA’s new requirements that the lead therapist be either an MD or PhD (or equivalent) 
mistakenly confuses credentials with specific competence. People with post-graduate and/or 
master-level qualifications to conduct therapy are licensed to do so and are often more 
experienced in providing psychotherapy than either MDs or PhDs. FDA’s new requirement does 
not fit with the clinical practice requirements for psychotherapy in the United States as it 
precludes masters-level psychologists and clinical social workers (LCSW) from being the leader 
of a two-person team. And by eliminating an entire cadre of clinicians from this role it 
substantially reduces the ranks of available health care providers. This will reduce access to care. 
Requiring an MD or PhD or equivalent as the lead person in the two-person therapy team 
increases costs and limits access without any evidence of significant benefit or risk reduction. 
 
Sincerely, 
 
 
Sylvestre Quevedo, MD, MPH 
Associate Professor of Medicine, Department of Medicine 
University of California, San Francisco 
Clinical Investigator and Study Physician - FDA Registered Trial IND #063384 - Safety and 
Efficacy of MDMA-assisted Psychotherapy for Severe PTSD 
sylvestre.quevedo@ucsf.edu 
(408) 781-1776 

mailto:sylvestre.quevedo@ucsf.edu
mailto:sylvestre.quevedo@ucsf.edu




Dan	H	Rome,	MD	
61	Winthrop	St	

W	Newton,	MA	02465	
	

	
Tiffany	R.	Farchione,	MD		
Director	(Acting),	Division	of	Psychiatry	Products		
CC	Ellis	Unger,	MD,	Director,	ODE-I		
CC	Melissa	Sage,	CDER	Assistant	Ombudsman,	FDR	Project	Manager	Food	and	Drug	
Administration		
Center	for	Drug	Evaluation	and	Research	(CDER)		
5901-B	Ammendale	Road		
Beltsville,	MD	20705-1266		
IND#	063384		
	
Dear	FDA	Officials,	
	
I	am	writing	in	strong	support	of	allowing	properly	trained	Masters	level	clinicians	
to	provide	the	needed	clinical	oversight	during	psychedelic	medicine	administration	
session	phase	of	Psychedelic	Assisted	Therapy.	This	Masters	level	clinician	will	be	
specifically	trained	and	certified	in	Psychedelic	Assisted	Therapy,	will	be	practicing	
within	Psychedelic	Assisted	Therapy	treatment	guidelines	and	will	do	so	in	
collaboration	with	the	licensed	prescriber	of	the	medication	itself.		
	
This	model	is	consistent	with	existing	and	longstanding	medical	practice:		Masters	
level	nurses	administer	physician	prescribed	chemotherapies	in	hospital,	outpatient	
setting	and	home	settings.	Masters	level	nurse	anesthetists	administer	anesthesia	to	
patients	undergoing	surgical	procedures.	In	each	of	these	examples,	the	medicines	
used	are	more	potent,	and	far	more	potentially	toxic,	than	any	of	the	psychedelic	
agents	to	be	used	in	Psychedelic	Assisted	Therapy.		Other	examples	exist	as	well.			
	
I	am	familiar	with	the	treatment	being	proposed	and	have	followed	the	ongoing	
clinical	research	closely.		I	can	find	no	reason	to	require	a	differing	and	more	
restrictive	model	of	care	(i.e.	requiring	doctoral	level	clinician	presence	during	
administration)	for	Psychedelic	Assisted	Therapy.	
	
I	thank	you	for	your	consideration	of	this	concern.	
	
Respectfully,	
	

  
	
Dan	H	Rome,	MD	
Former	Vice	President	for	Medical	Affairs,	Tufts	Health	Plans,	Inc	
Former	Chief	Medical	Officer,	Beacon	Health	



NYU School of Medicine
NYU LA GONE MEDICAL CENTER

Stephen Ross MD
Associate Professor of Psychiatry and Child & Adolescent Psychiatry
Director, NYU Addictive Disorders and E perimental Therapeutics
Research Laboratory
Co-Director, NYU Psychedelic Research Group

462 First Ave
A838

New York, NY, 10016
(212) 263-6289

stephen.ross@nyumc.or 

Department of Psychiatry
NYU Langone Medical Center & Bellevue Hospital Center

November 2, 2019

Tiffany R, Farchione, MD
Director (Acting), Division of Psychiatry Products
CC Ellis Unger, MD, Director, ODE-1
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug
Administration
Center for Drug Evaluation and Research (CDER)
5901-B Ammendale Road
Beltsville, MD 20705-1266

Re: IND# 063384

Dear Dr. Farchione,

I am a clinical researcher involved in clinical trials exploring psilocybin and mdma as interventions
to treat a variety of mental health disorders.

My objective in writing this letter is to share my conce   about FDA s proposed qualifications of the
MDMA-Assisted Psychotherapy co-therapy team members for IND# 063384, which requires that
the lead clinician of the co-therapy team be either an MD or Ph.D. In my opinion, this is an overly
restrictive requirement.

The FDA s proposed requirement that the lead clinician of the co-therapy team be an MD or Ph.D.
omits entire groups of extremely well-qualified clinicians. I believe that the qualifications for lead
clinician of the two-person team should be expanded to include clinicians who are licensed in the
practice of psychotherapy (i.e. master’s level social workers, psychiatric nurse practitioners, licensed
professional counselors, and mamage and family therapists). These are all clinicians with extensive
training in the practice of psychotherapy. To not include them as qualified co-therapy team leads, is
a missed oppoilunity. The lead clinician in this two-person team, must possess exceptional clinical
experience to offer study subjects the best possible experience and provide the appropriate clinical
supervision to the other co-therapy team clinician, who may still be in training.

I believe that it is important that the FDA be aware of the differences in background and training
while standards for psychedelic therapies are established and finalized. I would therefore strongly
advocate to modify the proposed requirement to reflect that the lead clinician of the co-therapy team
be a licensed psychotherapist regardless of their degree, and is qualified to provide MDMA-Assisted
Psychotherapy. This broadens the pool of eligible candidates and ensures expertise in psychotherapy,
which is a foundational element for the co-therapy team.



Thank you for receiving this letter. Let me know if I can  rovide any more infor ation relevant to
this issue that you think would be helpful.

Stephen Ross MD
Associate Professor of Psychiatry and Child & Adolescent Psychiatry
Director, NYU Addictive Disorders and Experimental Therapeutics Research Laboratory
Co-Director, NYU Psychedelic Research Group
Principal Investigator, NYU Psilocybin Cancer Project
Principal Investigator, NYU Psilocybin Religious Professionals Project
Co-Principal Investigator, NYU Psilocybin Alcoholism Project
Site Principal Investigator, Usona Phase II Psilocybin Major Depression Trial
Co-Investigator, MAPS Phase III MDMA PTSD trials
Bellevue Hospital Center
NYU Langone Medical Center
NYU-HHC Clinical & Translational Science Institute
(212) 263-6289

Sincerely,



Shawn Rubin, PsyD  
Licensed Clinical Psychologist 

8608 Pepperdine Drive Vienna VA 22180 
(510) 725-7600           shawn@shawnrubin.com 

 
 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 
 
Date: November 2, 2019 
 
Dear FDA Officials, 
 
The FDA has recently placed clinical holds on MAPS’ protocol for therapists to receive MDMA as part 
of their training to provide MDMA-assisted psychotherapy to people with PTSD, and on MAPS’ 
Expanded Access/Compassionate Use protocol for people with treatment-resistant PTSD.  FDA rejected 
MAPS’ proposal that the lead person in its two-person co-therapy team be a licensed master-level 
therapist, as is the case in MAPS’ Phase 3 protocol.  FDA is now requiring that the “lead facilitator 
should be a doctoral level PhD/MD-level psychotherapist (or equivalent).” 
 
FDA’s new requirement does not fit with the clinical practice requirements for psychotherapy in the 
United States as it effectively precludes masters’ level psychologists and clinical social workers from 
being the leader of a two-person team. Requiring an MD or Ph.D. or equivalent as the lead person in the 
two-person therapy team increases costs and limits access without any evidence of significant benefit or 
risk reduction. 
  
FDA’s new requirements that the lead therapist be either an MD or Ph.D. (or equivalent) mistakenly 
confuses credentials with specific competence. Medical degrees, even in psychiatry, do not require any 
courses or training in psychotherapy. People with Ph.D. degrees in psychology are trained for 
research and may not have much experience or training in providing psychotherapy. The PsyD program 
was created to train psychologists in research, but with greater emphasis on clinical work than Ph.D. 
psychology programs whose graduates often had little experience with psychotherapy.  Therefore, people 
with post-graduate and/or master level licenses to conduct therapy are often more experienced in 
providing psychotherapy than either MDs, PhDs or PsyDs. 
 
Sincerely, 
 

 
Shawn Rubin, PsyD 
Licensed Clinical Psychologist 
Clinical Professor of Psychology, George Washington University 
Former Dean, School of Clinical Psychology, Saybrook University 
Past-President, APA Division 32, Society for Humanistic Psychology 
Editor in Chief, Journal of Humanistic Psychology, Sage Publications 



Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 
November 4, 2019  
Dear Dr. Farchione, 
I am writing to express my opinion about the FDA’s proposed qualifications of the 
MDMA-Assisted Psychotherapy co-therapy team members for IND# 063384, which 
requires that the lead clinician of the co-therapy team be either an MD or Ph.D. I believe 
this requirement is unnecessary and counterproductive.  
I developed a model of psychotherapy called Internal Family Systems Therapy (IFS) 
more than 30 years ago and have directed a therapist training organization that has 
now trained over 20,000 psychotherapists in IFS worldwide. IFS is a SAMSA 
recognized evidence-based treatment, and is widely used for treating trauma. It’s 
effectiveness for treating PTSD has been demonstrated in a controlled clinical trial.  I 
have extensive experience training and supervising trauma therapists with a range of 
academic degrees and forms of licensure, ranging from MD/DO to PhD or PsyD to 
masters level therapists. It is my strong opinion that well-trained masters level 
therapists and psychiatric nurses with psychotherapy training can be just as effective 
in treating PTSD as MD or PhD level therapists.  In fact, my experience is that they 
may be better prepared to effectively and safely conduct PTSD treatment than some 
MD psychiatrists with relatively little psychotherapy training or some PhD 
psychologists whose training and experience has not focused on psychotherapy.   
Thank you for your attention to this important issue. 

Sincerely, 

 

Richard C. Schwartz, Ph.D 

91 University Rd. 

Brookline, MA 02445 

 



 
 

 

Jordan Sloshower, MD, MSc 
Addiction Psychiatrist 

Advanced Research Fellow 
Yale University  

 
 
 
 
Department of Psychiatry 
VA CT Healthcare System 
950 Campbell Avenue (151D) 
West Haven, Connecticut 06516 
 

 
Phone: (203) 974-2693 

E-mail:Jordan.sloshower@yale.edu 

Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
IND# 063384 
 
October 28, 2019 
 
Dear FDA Officials,  
 
I am a lead investigator of a psilocybin-assisted psychotherapy clinical trial at Yale University 
and West Haven VA. Our model of medication-assisted therapy is similar to that being utilized 
by MAPS protocols for MDMA-assisted psychotherapy. In our trial we have wanted to ensure 
the highest standard of care for our participants and to that end, we have trained licensed 
psychotherapists with significant clinical experience to be part of our trial. This has included 
therapists with both doctoral and masters level certifications. All of our therapists are highly 
qualified to do this work as a result of their prior clinical experience and the training and 
supervision we provide. I do not believe that a doctoral degree ought to be a requirement for 
being a lead therapist in psychedelic-assisted treatment studies. The critical requirement is 
prior clinical experience, and adequate training and supervision. Oftentimes masters levels 
clinicians have more experience conducting psychotherapy than medical doctors or those with 
a psychology Ph.D. Thank you for taking the time to consider this issue. I am happy to answer 
any questions you may have once you review this letter.  

 
 
Sincerely, 

 

 
Jordan Sloshower, MD 
 
 
 

 





                                 

 
 

Bessel A. van der Kolk MD 
Professor of Psychiatry,  

Boston University School of Medicine 
President, Trauma Research Foundation 

16 Braddock Park 
Boston MA 02116 
Tel 617 2471720.      

Email: Besselvanderkolk@gmail.com 
 
Tiffany R. Farchione, MD 
Director (Acting), Division of Psychiatry Products 
CC Ellis Unger, MD, Director, ODE-I 
CC Melissa Sage, CDER Assistant Ombudsman, FDR Project Manager Food and Drug 
Administration 
Center for Drug Evaluation and Research (CDER) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266       November 4, 2019 

Ref: IND# 063384  

Dear FDA Officials,   

My name is Bessel van der Kolk, MD, and I am a professor of Psychiatry at Boston University 
School of Medicine and author of the #1 New York Times best selling medical book “The Body 
keeps the Score; Brain, Mind and Body in the healing of Trauma”, Founder and former Medical 
Director of the Trauma Center in Boston, President of the Trauma Research Foundation, Past 
President of the International Society for Traumatic Stress Studies, author of over 150 peer 
reviewed scientific studies on PTSD and its treatment, and Principal Investigator of Boston site 
of the Phase 3 MAPS’ sponsored study of MDMA-assisted psychotherapy for people with severe 
PTSD. 
 
I am writing to request reconsideration by the FDA regarding its new requirement that the “lead 
facilitator of psychedelic psychotherapy teams should be a doctoral level PhD/MD-level 
psychotherapist (or equivalent)”.   Psychedelic-assisted psychotherapy is a complex skill that 
requires a high degree of competence and expertise on part of a therapist. Prolonged and 
regular practice treating severely traumatized individuals is essential to develop these 
competencies. 



 
Currently most MD psychiatrists only receive a rudimentary education in psychotherapy 
during their training, and with professional responsibilities generally confined to 
prescribing and monitoring medications, there are very few psychiatrists who are skilled 
in providing the sort high-quality psychotherapy required in psychedelic-assisted 
psychotherapy. Similarly, earning a PhD also does not prepare its recipients to become 
outstanding therapists.  PhD education is generally research oriented, and most PhDs 
do not practice or offer long-term therapies of severely mentally ill individuals.  
 
At the Trauma Center and the Trauma Research Foundation we gave up on training 
MDs and DOs to treat severely traumatized individuals more than a decade ago- they 
simply were too poorly prepared during their residency to take on this task.  While we 
continue to train PhDs, we increasingly have turned to Master’s degree licensed 
psychotherapists to carry the bulk of clinical responsibilities for this complex population. 
These psychotherapists have both the education in psychotherapeutic techniques and 
the necessary experience to treat this population.   
 
To summarize: requiring an MD or Ph.D. or equivalent as the lead person in the two person 
therapy team confuses credentials with expertise, increases costs and limits access without any 
evidence of significant benefit or risk reduction. Being either a psychiatrist or a PhD clinical 
psychologist does not in any way indicate that one is more qualified to provide psychotherapy 
than a masters level licensed psychotherapist.  As the PI of the Boston location of the multisite 
MDMA Phase 3 study for the past year and a half (and of numerous treatment outcome studies 
before then), the critical issues in studies such as these are solid training of psychedelic 
therapists, close supervision and meticulous attention to data collection and entry.  
 
Sincerely yours, 

 
 
 
Bessel A. van der Kolk, M.D. 
Professor of Psychiatry, Boston University School of Medicine, 
President, Trauma Research Foundation, 
Author, The Body keeps the Score; brain, mind and body in the healing of trauma 
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